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DETAILED ACTION 

Applicant's arguments filed 1/27/10 have been fully considered but they are not 
persuasive. See argument below. Previous rejections and other issues not addressed below are 
withdrawn. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 41,42,44-48,50-54,56-63,65-68,70-87,91-93 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over McLaughlin (USPN 6108850;8/29/00) and Shimada et al (USPN 
5626837; 5/6/97). McLaughlin teaches a composition for whitening teeth comprising a bleaching 
agent such as 10% hydrogen peroxide and an agent for reducing tooth sensitivity such as 1% 
potassium nitrate. See column 4 lines 5-12, column 7 Example 4. McLaughlin suggests 
bleaching agents other than hydrogen peroxide (e.g. 10 to 40% carbamide peroxide or carbamyl 
peroxide) can be used in the composition. See column 2 line 15 - column 3 line 7. McLaughlin 
suggests that the composition can further comprise water , polyethylene glycol (see column 2 
line 64 - column 3 line 7), xantham gum (column 3 lines 38 — 61) and stannous fluoride 
(column 3 line 62 - column 4 line 4). McLaughlin teaches a method of applying the composition 
to teeth for the purpose of whitening teeth. McLaughlin teaches that the composition can be 
applied using a dental tray. See column 4 line 59 - column 5 line 15. McLaughlin teaches all that 
is recited in claims 52,54 and 74-76 except for the invention comprising an antimicrobial agent 
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such as cetyl pyridinium bromide and stabilizer such as citric acid as well as the length of time 
the teeth are subjected to dental tray application. However, Shimada et al teach dental 
compositions (toothpaste, mouthwash, etc.) comprising antimicrobial agents such as cetyl 
pyridinium chloride, pH adjusters such as citric acid, actives such as stannous fluoride and 
humectants such as polyethylene glycol (see abstract, column 1 lines 17- 42, column 3 line 57 - 
column 4 line 3 1). It would have been obvious to one having ordinary skill in the art to modify 
the invention of McLaughlin to include the cetyl pyridinium halide and the citric acid taught by 
Shimada et al. One would have been motivated to do this since both inventions are to dental / 
oral compositions for the protection and healthy maintenance of teeth. In addition one would 
have been motivated to do this in order to protect the teeth and gums from bacterial infection, 
and one would have been motivated to employ citric acid in order to adjust the pH of the 
composition to a stable environment. With respect to the time length of applying the dental tray 
to the teeth, one having ordinary skill in the art would have been motivated to determine the 
optimum time range in order to obtain the best result of whitening and protecting teeth. 

Response to Applicants ' Argument 
Applicants state that claims 41 and 72 uses 10% to about 30% peroxide and about 0.01% 
to about 2%> of potassium nitrate, claims 59 and 77 uses 10%> to about 20%> peroxide and about 
0.05%o to about 1% of potassium nitrate, claims 65 and 81 uses 10%> to about 30%> peroxide and 
about 0.05%o of potassium nitrate and claim 86 uses 10%> to about 20%> peroxide and about 
0.01%o to about 2%o of potassium nitrate. Applicants argue that the results at pages 15-16 of the 
reply filed 6/2/0/09 (which the same results presented on pages 26-28 of the instant specification) 
support claim ranges of peroxide and potassium nitrate. The Examiner reiterates that 
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McLaughlin in Example 4 disclose a composition comprising 10% hydrogen peroxide and 1% 
potassium nitrate. The Examiner maintains that Example 4 of McLaughlin reads on the instant 
independent claims with respect to % amounts of peroxide and potassium nitrate. The Examiner 
maintains that the Applicants only provide unexpected results for a composition comprising 
0.5% potassium nitrate and 10.5% carbamide peroxide (see pages 26-28 of instant specification 
or pages 15- 16 of Applicants' reply filed 6/2/09). The Examiner reiterates that the Applicants 
have not provided unexpected data for the % ranges of potassium nitrate or for the % ranges and 
types of peroxides claimed. Since the prior art disclose an invention comprising 1% potassium 
nitrate and 10%> hydrogen peroxide, it would have been obvious to develop the instant invention 
in light of McLaughlin (i.e. it would have been obvious to make an invention comprising the 
instant % amount ranges of potassium nitrate and peroxide). For this reason, the Applicants' 
argument regarding the trends of claimed % ranges for potassium nitrate and peroxide is not 
convincing, and therefore, it is imperative that Applicants claim unexpected results or provide 
ample unexpected results to cover the scope of % ranges recited in the claims. Thus, the 
unexpected result provided on pages 26-28 is not commensurate in scope with the instant claims. 

The Applicants argue that instant claims are to an invention substantially free of 
abrasives, i.e. the amount of abrasive in the invention is less than 20%. Applicants argue that 
McLaughlin's composition must contain more than 20% abrasive in the paste carrier. The 
Examiner argues that McLaughlin does not disclose an abrasive in his composition of Example 
4. McLaughlin does not teach or suggest that the paste carrier therein for the composition 
comprise an abrasive. Therefore, McLaughlin meets the instantly claimed limitation of the 
present invention comprising substantially no abrasive (less than 20% abrasive). The Examiner 
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awaits evidence from the Applicants supporting that McLaughlin's composition in Example 4 
contains an abrasive and the amount thereof if present). 

The Applicants amended claims to recite the composition comprising about 3% to about 
30% bleaching agent which is narrower than the original range of about 0.5 to about 50% 
bleaching agent. The Applicants argue that tested compositions comprising 10.5 and 15% 
bleaching agent show unexpected results that would represent the amended range of about 3 to 
about 30%) bleaching agent. The Applicants argue that the further amended range in the claims of 
about 10 to about 20%> is even better tailored than the tested compositions comprising 10.5 and 
15 % bleaching agent. 

The Examiner argues that the bleaching agent appears to be the key element for the 
invention. The Examiner maintains that the Applicants' results provided for compositions 
comprising 10.5 and 15 % bleaching agents would not represent the broad range of about 3% to 
about 30%) bleaching agent since McLaughlin teaches a composition comprising 10% bleaching 
agent and 1% potassium nitrate. This teaching of McLaughlin also reads on the claimed 
composition comprising 10 to 20 % bleaching agent. 

The Applicants argue that McLaughlin's Example 4 discloses a toothpaste comprising 
hydrogen peroxide and potassium, but no identifiable solvent or tackifying agent. The Applicants 
further argues that the combination of McLaughlin and Shimada et al. does not, without 
hindsight, suggest the combination of elements recited in claim 41 as amended. 

The Examiner argues that McLaughlin only exemplifies a toothpaste. However, 
McLaughlin teaches that the disclosed and suggested composition can be used in a dental tray 
that can be applied to teeth (column 4 line 59 - column 5 line 15). McLaughlin also teaches that 
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the disclosed and suggested composition therein may comprise solvents and tackifying agent 
(column 3 lines 38-61). 

The term toothpaste denotes an abrasive composition used to clean teeth when brushing. 
McLaughlin does not teach or suggest a dental formulation comprising a dental bleaching agent 
in the claimed amount and a carrier that contains a solvent and a tackifying agent to yield a 
bleaching composition free of abrasives. 

The method steps in claims 72-85 are not suggested or taught by McLaughlin. The step of 
contacting a person's teeth with the dental bleaching composition (without scrubbing or 
brushing) for a sufficient time to bleach teeth is not taught by McLaughlin. 
The Examiner argues that McLaughlin teaches that the disclosed and suggested composition can 
be used in a dental tray to be applied to teeth (column 4 line 59 - column 5 line 15). Such an 
application would not involve brushing or scrubbing the teeth. 

Applicant argues that the only Example in McLaughlin includes a bleaching agent and 
potassium nitrate and the potassium nitrate is in an amount of 1%. As shown by Applicant in a 
comparative study, dental bleaching compositions that include 0.5% potassium nitrate provide 
the best reduction in sensitivity. The Examiner reiterates that the instant claims are broader in 
scope than the examples showing unexpected results provided by the Applicants. Applicants 
provide unexpected results for an invention comprising 0.5% potassium nitrate and 10.5% or 
15%o carbamide peroxide. 

Claims 41,42,44-48,50-54,56-63,65-68,70-87,91- 93 remain rejected under the judicially 
created doctrine of obviousness-type double patenting as being unpatentable over claims 1-23 of 
U.S. Patent No. 6306370. Although the conflicting claims are not identical, they are not 
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patentably distinct from each other because Fischer (USPN 6306370) claims a composition 
comprising 3-20 % peroxides such as carbamide peroxide and hydrogen peroxide plus 0.1-10 % 
potassium nitrate. The composition can further comprise carboxypolymethylene, polyols such as 
glycerine, up to 50 % water, active agents such as sodium fluoride and tetracycline, and stability 
enhancers such as EDTA. Fischer's invention (USPN 6306370) also claims a method to 
whitening (bleaching) teeth with the composition with the aid of a tray. Fischer's invention 
(USPN 6306370) discloses amounts of potassium nitrate (0.1-10 %) and peroxide (3-20 %), 
which encompass instant amounts of potassium nitrate and peroxide. Fischer's invention (USPN 
6306370) also claims a method to bleaching teeth with the composition with the aid of a tray. For 
this reason, it would have been obvious to one having ordinary skill in the art at the time the 
invention (USPN 6306370) was made to employ the instant amounts of potassium nitrate and 
peroxide. One would have been motivated to do this since the USPN 6306307 amounts overlap 
the instant amounts. Applicant points out in a declaration and a working example that 10.5 % and 
15 % carbamide plus 0.5 % potassium nitrate yields unexpected data. Applicant also refers 
Examiner to examples 3-10 in instant specification, which suggest 0.01-2% potassium nitrate 
yields unexpected results. Examiner is in agreement with Applicant's results. However, the 
Examiner argues that the declaration is not commensurate in scope with claims because the 
claims recite a range of 3-30% peroxide and applicants' declaration only shows results for ranges 
of peroxide being 10%> or 15%. In the previous rejection mailed 4/16/08, the Examiner 
inadvertently left claims 72-86 out of the 103(a) rejection. Note it is obvious that the Examiner 
intended to include claims 72-86 in the rejection since the prior art cited suggests the 
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combination of potassium nitrate, bleaching agent, solvent and tackifying agent as described in 
the office action mailed 4/16/08. 

Response to Applicants Argument 
Applicants argue that McLaughlin's toothpaste composition in Example 4 contains 
abrasive, because the paste carrier recited as a component of the Example 4 composition contains 
the abrasive. Applicants argue that the abrasive material in McLaughlin's Example 4 is sufficient 
in quantity to impart an abrasive action meaning that the abrasive is present in more than 20%. 
Applicants provide website citations in Exhibits A, B and C to support that toothpaste contain 
abrasive. Applicants also provide Exhibits D and E to support that McLaughlin's toothpaste 
contain abrasive. The Examiner argues that the instant claims recite a composition that contains 
less than 20% abrasive (substantially abrasive free). Therefore, instant composition is not free of 
abrasive. The Examiner argues that Applicants merely state that toothpaste contains more than 
20%o abrasive. None of the websites in the Exhibit explicitly or implicitly define toothpaste as 
containing more than 20%> abrasive. For this argument to be convincing the Applicants must 
provide evidence that toothpaste contain more abrasive than the composition claimed. At this 
time, Applicant has provided no evidence to convince the Examiner that McLaughlin does not 
read on instant claims, because McLaughlin's composition in Example 4 contains more than 
20%o abrasive. 

The Applicant argues that claims 46, 65 and 81 recite an amount of potassium nitrate 
(about 0.5%) in combination with other elements not taught or made obvious by 
McLaughlin. Also, claims 59 and 77 recite an amount of potassium nitrate (about 0.05- 
1%) in combination with other elements not taught or made obvious by McLaughlin.The 
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Examiner reiterates that McLaughlin in Example 4 disclose a composition comprising 
10% hydrogen peroxide and 1% potassium nitrate. The Examiner maintains that 
Example 4 of McLaughlin reads on the instant independent claims with respect to % 
amounts of peroxide and potassium nitrate. The Examiner maintains that the Applicants 
only provide unexpected results for a composition comprising 0.5% potassium nitrate 
and 10.5% carbamide peroxide (see pages 26-28 of instant specification or pages15- 
16 of Applicants' reply filed 6/2/09). The Examiner reiterates that the Applicants have 
not provided unexpected data for the % ranges of potassium nitrate or for the % ranges 
and types of peroxides claimed. Since the prior art disclose an invention comprising 1% 
potassium nitrate and 10% hydrogen peroxide, it would have been obvious to develop 
the instant invention in light of McLaughlin (i.e. it would have been obvious to make an 
invention comprising the instant % amount ranges of potassium nitrate and peroxide). 
For this reason, the Applicants' argument regarding the trends of claimed % ranges for 
potassium nitrate and peroxide is not convincing, and therefore, it is imperative that 
Applicants claim unexpected results or provide ample unexpected results to cover the 
scope of % ranges recited in the claims. Thus, the unexpected result provided on pages 
26-28 is not commensurate in scope with the instant claims. The Examiner argues that 
the bleaching agent appears to be the key element for the invention. The Examiner 
maintains that the Applicants' results provided for compositions comprising 10.5 and 15 
% bleaching agents would not represent the broad range of about 3% to about 30% 
bleaching agent since McLaughlin teaches a composition comprising 10% bleaching 
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agent and 1% potassium nitrate. This teaching of McLaughlin also reads on the claimed 
composition comprising 10 to 20 % bleaching agent. 

The Examiner argues that McLaughlin only exemplifies a toothpaste. However, 
McLaughlin teaches that the disclosed and suggested composition can be used in a 
dental tray that can be applied to teeth (column 4 line 59 - column 5 line 15). 
McLaughlin also teaches that the disclosed and suggested composition therein may 
comprise solvents and tackifying agent (column 3 lines 38-61). 

The term toothpaste denotes an abrasive composition used to clean teeth when 
brushing. McLaughlin does not teach or suggest a dental formulation comprising a 
dental bleaching agent in the claimed amount and a carrier that contains a solvent and 
a tackifying agent to yield a bleaching composition free of abrasives. 

The method steps in claims 72-85 are not suggested or taught by McLaughlin. The 
step of contacting a person's teeth with the dental bleaching composition (without 
scrubbing or brushing) for a sufficient time to bleach teeth is not taught by McLaughlin. 

The Examiner argues that McLaughlin teaches that the disclosed and suggested 
composition can be used in a dental tray to be applied to teeth (column 4 line 59 - 
column 5 line 15). Such an application would not involve brushing or scrubbing the 
teeth. 

Rejection of claims 41,42,44-48,50-54,56-63,65-68,70-87,91- 93 over obviousness-type 
double patenting with respect to USPN 6306370 will be maintained for reason on record and 
reason as follows. 
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Applicants argue that instant claims 41 and 72 uses 10% to about 30% peroxide and 
about O.OP/o to about 2% of potassium nitrate, claims 59 and 77 uses 10%> to about 20%> 
peroxide and about 0.05%> to about 1% of potassium nitrate, claims 65 and 81 uses 10%> to about 
30%o peroxide and about 0.05%> of potassium nitrate and claim 86 uses 10%> to about 20%> 
peroxide and about 0.01% to about 2% of potassium nitrate. Applicants argue that the results in 
the specification on pages 26-28 provide results to support claimed ranges of peroxide and 
potassium nitrate. The Examiner reiterates USPN '370 make claim to a composition comprising 
3 to 20 % bleaching agent (peroxide) and at least 0.1% as well as from about 0.1% to about 10% 
potassium nitrate. USPN '370 claims read on the instant independent claims with respect to the 
amounts of bleaching agent (peroxide) and potassium nitrate. The Examiner maintains that the 
Applicants only provide unexpected results for a composition comprising 0.5% potassium nitrate 
and 10.5%) carbamide peroxide (see pages 26-28 of instant specification or pagesl5-16 of 
Applicants' reply filed 6/2/09). The Examiner reiterates that the Applicants have not provided 
unexpected data for the % ranges of potassium nitrate or for the % ranges and types of peroxides 
claimed. Since USPN '370 make claim to an invention comprising 3 to 20 % bleaching agent 
(peroxide) and at least 0.1% as well as from about 0.1% to about 10% potassium nitrate, it would 
have been obvious to make claim to an invention comprising the instant ranges of potassium 
nitrate and peroxide. For this reason, the Applicants' argument regarding the trends of claimed % 
ranges for potassium nitrate and peroxide is not convincing, and therefore, it is imperative that 
Applicants claim unexpected results or provide ample unexpected results to cover the scope of % 
ranges recited in the claims. Thus, the unexpected result is not commensurate in scope with the 
instant claims. 
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Applicants make several arguments as to why the rejection should be withdrawn. 
Applicants provide declarations to support their position. Applicants also point out that a double 
patenting rejection is over the claims not the body of the disclosure. Applicants argue that 
Fischer declaration explains that low concentration of potassium nitrate rather than larger 
quantities of potassium nitrate surprisingly reduced tooth and oral sensitivity caused by 
bleaching agent. Applicants argue that USPN '370 actually suggest potassium nitrate in a broad 
range of 0.1 to 50%. The broad potassium nitrate range suggested by '370 is hardly suggestive of 
the narrow range of 0.01-2% set forth in the instant claims. Specifically claim 1 claims at least 
0.1 potassium nitrate, claim 2 claims 1-7% potassium nitrate and claims 14 and 16caims 0.1 to 
about 10%) potassium nitrate. It is clear from the comparative study that changing the 
concentration of bleaching agent form 10 to 15% had virtually no effect on relative tooth and 
oral sensitivities, while changing the concentration of potassium nitrate from the accepted 3% to 
0.5%) overwhelming reducing tooth and oral sensitivities. The Examiner reiterates that 
Applicants have only provided a showing of unexpected results for 0.5%> potassium nitrate 
combined with 10 or 15% bleaching agent. The Examiner argues that this one tested 
concentration of 0.5% potassium nitrate is not convincing of the claim range of 0.01-2% 
potassium nitrate and the 15% tested concentration of bleach agent is not convincing of 30% 
bleaching agent.. Thus, claims are not commensurate in scope with the unexpected results. 

The Examiner agrees with the point made by the Applicants that a double patenting 
rejection is over the claims not the body of the disclosure. It is for that very reason the double 
rejection over USPN '370 is maintained. 

A) Note that Applicants' claims are to a dental bleaching composition comprising: 
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1) 10 to about 30 % peroxide as to have a tooth bleaching effect; 

2) about 0.05 to about 1 % potassium nitrate as to result in reduced tooth 
sensitivity that may be caused by the peroxide; and 

3) a carrier. 

B) Note that USPN '370 makes claim (see claim 14) to a dental bleaching 
composition comprising: 

1) about 3 to about 20% peroxide; 

2) about 0.01 to about 10% potassium nitrate in an amount to reduce tooth 
sensitivity that may be caused by the peroxide; and 

3) a carrier. 

In the comparison of Applicants' claims with USPN '370 claims, the claims in USPN 
'370 makes obvious instant claims. Note instant claims to composition comprising 10%> to about 
30 % peroxide overlaps USPN's peroxide range of about 3% to about 20%> peroxide. Note that 
instant claims to composition comprising about 0.05 to about 1 % potassium nitrate fall within 
the range (about 0.01 to about 10%) claimed in USPN '370. Therefore, USPN '370 claims makes 
obvious the instant claims. Applicants provide unexpected for a composition comprising 10 or 15 
% peroxide and 0.5 % potassium nitrate (see evidence appendix). As recited in office action of 
4/5/2005, the Examiner agrees that results are convincing as well as unexpected. However, the 
Examiner maintains that the claims are not commensurate in scope with the examples tested. For 
this reason, the rejection is maintained. Applicants argue that the criticality of the invention lies 
within the amount of potassium nitrate not in the amount of peroxide. This may be true, 
however, this statement is not convincing since Applicants only provide data for 10% and 15% 
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peroxide in the broad range of about 3 to about 30% peroxide instantly claimed. For the above 
reasons USPN '370 is cited as an obviousness-type double patenting rejection over instant 
claims. 

The data are not commensurate in scope with the Examples provided at pages 26-28 of 
the specification. The claimed ranges of 0.05 - 1 % potassium nitrate and 10 - 30% carbamide 
peroxide are not commensurate in scope with the unexpected results since the only data point 
tested involves a composition comprising 0.5%> potassium nitrate and 10.5% carbamide peroxide. 
Telephonic Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALTON N. PRYOR whose telephone number is (571)272-0621. 
The examiner can normally be reached on 8:00 a.m. - 4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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